Background {#Sec1}
==========

Difficulties in identifying patients at risk of clinical deterioration or death have been recognised as one of the main barriers for palliative care (PC) development and integration in the community \[[@CR1]\]. European countries have been encouraged by the World Health Organization (WHO) to develop research initiatives that aim to overcome the barriers to Primary Palliative Care (PPC) development \[[@CR1], [@CR2]\].

Identification of those individuals who may benefit from palliative care early in their illness trajectory should be the first step in PPC development. Patients identified as at risk of deteriorating or of dying, will still require assessment of symptoms and needs across all domains to determine whether they would benefit from PC, or if they have unmet PC needs. Through identification and assessment GPs will be able to plan and manage the most appropriate care for patients \[[@CR3]\].

Effective end-of-life-care planning must begin with the identification of patients at risk of dying. Recent literature reports that several diagnostic \[[@CR4]\] symptoms and needs assessment tools \[[@CR5]\] are available. Assessment tools or patient-report outcome measures are often used, especially in cancer patients \[[@CR6]\]. The available diagnostic or screening tools (used by clinicians) for the identification of patients at risk of deterioration or death, although very useful for helping general practitioners (GPs), are rarely used in clinical practice \[[@CR7]\].

The Supportive and Palliative Care Indicators Tool (SPICT™) (see Additional file [1](#MOESM1){ref-type="media"}) is one of those tools. It is easy to use, complete and supports clinicians in identifying unmet needs through actual care evaluation and the analysis of signs of deterioration in adult patients (age \> 18); its use is approved for both primary care and acute hospitals \[[@CR8]\]. The SPICT™ does not include the Surprise Question (SQ) and through its use, the risk of "prognostic paralysis" (associated with predicting life expectancy), which may result in the delayed identification of people with PC needs, is avoided \[[@CR9]\]. Patients with PC needs could have a prognosis of over 1 year, especially where conditions other than cancer are concerned. The SPICT™ was originally developed in 2010 by the Primary Palliative Care Research Group of the University of Edinburgh to help clinicians identify patients with advanced conditions who might benefit from primary or, in some cases, specialised PC \[[@CR8]\]. It comprises a set of clinical indicators and has a three-part structure. The first section consists of general clinical indicators, the second details specific illness indicators and the third provides essential recommendations for reviewing and planning care \[[@CR8], [@CR10]\]. Physicians working in any kind of care setting can screen patients using the checklist of indicators included in the SPICT™. People who have been identified as needing PC by means of the SPICT™ usually have at least two general indicators \[[@CR10], [@CR11]\]. The SPICT™ has been translated and culturally adapted in different languages, but not Italian \[[@CR10], [@CR12]\]. This absence could limit both national development of PC and comparisons with other European countries. Therefore, the main aim of this study was to translate, culturally adapt and assess the content validity and feasibility of the SPICT-IT™. The secondary aims were to test the SPICT-IT™ with the help of a sample of general practitioners (GPs) and to assess how frequently the tools for identification of PC needs are used in real-life scenarios.

Methods {#Sec2}
=======

Lazio 1 Ethics Committee (Rome, Italy) approved the study. Permission to translate the SPICT™ was provided by the Edinburgh Primary Palliative Care Research Group.

Translation and cross-cultural adaptation {#Sec3}
-----------------------------------------

The Italian translation and cross-cultural adaptation of the SPICT™ was carried out according to the Beaton protocol \[[@CR13]\] and the WHO recommendations for translation and adaptation of instruments \[[@CR14]\].

Stage 1: Two native Italian speakers translated the tool into Italian, with the translations done in parallel, but independently.

Stage 2: The two translators synthesised the results of the translations. A written report was produced to document the synthesis process.

Stage 3: A translator who did not have a medical background and whose native language was English performed the back translation. Agreement between the translated version and the original version was verified to ensure that the content of the translated version matched that of the original.

Stage 4: A panel of 10 experts reviewed the translated version to reach a consensus on any discrepancies. The expert committee was composed of: 1 methodology researcher, 1 physician with an advanced degree in internal medicine, 2 GPs, 2 PC physicians, 1 oncologist, 1 nurse researcher, 1 PC nurse and the two native Italian translators. Any issues regarding semantic, idiomatic, experiential or conceptual equivalences were discussed and resolved. Subsequently, the pre-final version of the SPICT-IT™ was submitted to a panel of 11 experts (different from the 10 experts involved in the first panel) for assessment of the SPICT-IT™ content validity \[[@CR15], [@CR16]\]. The panel consisted of 5 GPs, 1 neurologist, 1 oncologist, 1 geriatrician, 1 respiratory medicine specialist, 1 cardiologist and 1 gastroenterologist; each of these individuals had documented experience in delivering PC. The experts received an anonymised electronic questionnaire in which they were asked to rate each of the clinical indicators, in terms of clarity and relevancy, on a four-point Likert scale (not relevant = 1; somewhat relevant = 2; quite relevant = 3; highly relevant = 4). Finally, an electronic questionnaire, together with the SPICT-IT™, was distributed to all GPs (*N* = 907) in the Roma 1 Local Health Authority for feasibility assessment and testing. Each healthcare district director encouraged the GPs to take part in this project by sending a letter that explained the importance of developing PPC in Italy. Each GP was asked to provide the total number of patients (age \> 18) in care at the time of submitting the questionnaire. Furthermore, they were asked to identify how many of these patients (age \> 18) had at least 2 general indicators and 1 specific indicator from among those included in the SPICT-IT™.

Statistical analysis {#Sec4}
--------------------

Quantitative data were analysed with descriptive statistics. If they were related to the quantitative variables, data were summarised by using means, standard deviations, medians and ranges. The Content Validity Index for Item (CVI-I) was calculated as the relationship between the number of experts on the panel who rated the indicators 3--4 and the total number of experts for each of the clinical indicators. The Content Validity Index for Scale (CVI-S) was calculated by using the S-CVI/Average as included in the Lynn method (an S-CVI/Ave [\>]{.ul}.80 is the standard criterion for acceptability for the S-CVI) \[[@CR15]\]. The multi-rater kappa statistic, with an adjustment for a chance agreement, was calculated to supplement the I-CVI because the kappa statistic provides information concerning the degree of agreement beyond chance (kappa values are considered excellent when above 0.74, good between 0.60 and 0.74, and fair between 0.40 and 0.59) \[[@CR16]\].

Results {#Sec5}
=======

During the cross-cultural adaptation of the SPICT™, researchers identified the following main discrepancies with respect to the four types of equivalences:

Semantic equivalence {#Sec6}
--------------------

The experts agreed to add "mechanical, invasive or non-invasive ventilation" to the item known as "has needed ventilation", to specify that non-invasive ventilation also had to be considered.The expression "plan care" was not literally translated because the experts believed that it may result in healthcare professionals (HCPs) considering only "medical care".

Conceptual equivalence {#Sec7}
----------------------

The experts agreed that the literal translation of "too frail for cancer treatment" was not easy to understand in Italian; therefore, it was translated as "general status that does not allow starting or continuing specific cancer treatment".

Idiomatic equivalence {#Sec8}
---------------------

The expression "life-limiting conditions" was not literally translated. The panel decided to translate it as "conditions with a limited prognosis".

Experiential equivalence {#Sec9}
------------------------

The word "unmet" that was used before "PC needs" may result in HCPs underestimating the number of patients to be identified. The panel agreed to omit the word "unmet" in the Italian version to avoid this potential problem.

The multi-rater kappa statistic, which was adjusted for a chance agreement, was \> 0.74 for all items. The S-CVI/Ave was 0.86.

Of the 907 GPs invited to take part in the study, 71 (7.8%) GPs agreed to participate and responded to the questionnaire. Males comprised 61% of participating GPs, and the mean age was 58.3 ± 8.7 (Table [1](#Tab1){ref-type="table"}). The mean time for reading and applying the SPICT-IT™ was 8.5 ± 5.3 min. 97.2% (*N* = 69) of GPs reported that the SPICT-IT™ was clear and comprehensible. Two GPs reported that the SPICT-IT™ included too many indicators, and that it was repetitive and too complex. The GPs who participated in the study provided care for 73,526 people (Table [1](#Tab1){ref-type="table"}) in total. Of these, 1303 patients had at least 2 general indicators and 1 specific indicator for illnesses. A mean of 1.7% of individuals was therefore identified as requiring PC (Table [1](#Tab1){ref-type="table"}). 94.4% (*N* = 67) of the GPs stated that they never use any tools for identifying PC needs. Four GPs reported that clinical evidence is sufficient for identifying patients with PC needs and that "good sense is the best tool". However, 93.0% (*N* = 66) of the GPs stated that they would use the SPICT-IT™ in daily clinical practice. Table 1GPs characteristicsGPs characteristics***N*** = 71 (%)**Age, mean (SD)**58,3 (+ − 8,7)**Gender** Male43 (61%) Female28 (39%)**Years of experience as GP** \< =55 (7%) 5--156 (8%) 15--2512 (17%) \> =2548 (68%)**Total No. of patients cared for**73,526 (100%)**Total No. of patients with PC needs\***1303 (1.7%)\*No. of patients cared for by the GPs with at least 2 general indicators and 1 specific of those included in the SPICT™

Discussion {#Sec10}
==========

Demographic changes across Europe, such as an aging population and the rise of chronic degenerative diseases, highlight the increasing numbers of people with PC needs \[[@CR17]\].

In 2014 the WHO Global Atlas of PC at the End of Life clarified the inclusive nature of PC, stating that PC should also be delivered to patients who are affected by chronic conditions, that it should be provided in any setting on the basis of need and not based on diagnosis or prognosis \[[@CR18]\]. Consequently, accurate identification of people with PC needs is essential for the development of PC at all levels. Furthermore, early PC interventions proved effective in improving quality of life \[[@CR19], [@CR20]\]. In this context, the research presented here is an essential initiative that aims to contribute to PC development. During the translation and cultural adaptation process, minimal linguistic or cultural discrepancies were encountered. Generally, a good level of content validity was observed in the SPICT-IT™. Our group of GPs' average time for applying the SPICT-IT™ was shorter than the reported time for application of the Spanish translation \[[@CR11]\]. We believe that use of the SPICT-IT™ as part of routine care in real-life clinical contexts would reduce the time required even further as clinicians grew familiar with it. In this study, 7.8% of the GPs approached agreed to participate. This confirms the difficulties involved in recruiting GPs for PC-focussed projects. Data from a recent study reported that of 4065 eligible GPs, only 2.8% agreed to participate in a PPC research in Belgium \[[@CR21]\]. Tailored training programmes should be implemented to encourage more GPs to take part in this type of research.

The prevalence of patients who were identified through the SPICT-IT™ (1.7%) was similar to that reported in a recent Italian multicentre study \[[@CR22]\].

Study limitations {#Sec11}
=================

This study has some limitations.

First of all, the Beaton method is commonly used for cross-cultural adaptation of self-report measures, while the SPICT™ is a set of clinical indicators. Secondly, the low response rate from GPs will require further interventions to raise GPs' awareness on the importance of promoting PC research. Finally, the validity of the SPICT-IT™ should be further assessed by registering and monitoring data of identified patients.

Conclusion {#Sec12}
==========

The Italian version of the SPICT™ exhibited acceptable feasibility and content-validity. The prevalence of patients in need of PC who were identified through the SPICT-IT™ was similar to that reported in literature. The next phase of this project is under way, and it will provide information for interactive educational programmes concerning the use of PPC for GPs and hospital physicians. Alongside the better use of effective tools to identify people with palliative care needs, there should be development and dissemination of these tools to help clinicians assess the nature and complexity of PC needs and deliver the most appropriate care for this population.
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GP

:   General Practitioner

PC

:   Palliative Care

WHO

:   World Health Organization

PPC

:   Primary Palliative Care

SPICT

:   Supportive and Palliative Care Indicators Tool

CVI-I

:   Content Validity Index for Item

CVI-S

:   Content Validity Index for Scale

HCP

:   Healthcare professional
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